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A fourth open, uncontrolled European trial included more than a 1000 HD patients. In 
total, 829 patients were evaluated for 26 weeks. Of these patients, 379 were administered 
Epoetin Omega by Lv. injection and 450 were administered by s,c, injection. 

In a pilot study using an initial dose of 3x40 [U/kg/week, either i.v. or s.c, both 
hemoglobin and HCT rose quickly, leading to a reduction in the dose as early as after two weeks 
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of treatment in majority of the patients. Accordingly, for the main pan of the trial, initial doses 
of 3x30 IU/kg week i.v. or s.c. were used. Included patients had hemoglobin <9.0 g/dL, HCT 
^7%, and all standard inclusion/exclusion criteria for efficacy/safety trials of rHu EPOs. 

The main objective of the trial was to increase and maintain hemoglobin at 10.0-12.0 
g/dL, or at least to induce a rise in hemoglobin =2.0 g/dL and HCT >6% over the first 12 weeks 
of the trial. Dosing was divided in two periods: a titration period (needed to achieve the target) 
and a maintenance period (needed to keep hemoglobin and HCT within the target values with as 
little variability as possible). Dose adjustments were made every two weeks according to 
hemoglobin response and tolerability (single dose up or down by 5-20 IU/kg). Iron was 
supplemented orally or intravenously, depending on the iron status, so as to keep ferritin > 150 
ug/L and transferrin saturation >20%. It is noted that in this study, patients were screened for the 
presence of EPO antibodies, and only two patients in the 1,000 showed presence of antibodies. 
Thus, the incidence of antibody formation with Epoetin Omega seems to be less than 0.2%. 



